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Table 1. Demographic Data of Subjects

No. of patients 58
Age (year) 53*+12
Male : female 30:28
Underlying disease

CRF (%) 56 (96.6)

Others (%) 2 (34
Duration of HD (month) 26.0t41.5
Vascular access

Catheter (%) 27 (48)

AV fistula (%) 25 (43)

AV graft (%) 3(5)

Other (%) 3 (5
Blood flow rate {(mL) 222+22

‘Secondary end-point

s .

o o B [f) el
[ I e
;@ E_mary end-point | [

I
| !
- | Study peried;

T | Study period

Fig. 1. Study flow-chart. "Hep : heparin,
than.

"FUT : fu
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le—  Site A

Site of
anticoagulant

Site C: Post-dialyzer Site B:Pre-dialyzer

Fig. 2. Site of CCT measurement.
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Table 2. Etiology of Bleeding Risk

Post-operative 29 (50%)
AV fistula 6
CABG” :
Colorectal cancer 3
Nephrectomy 3
Amputation 3
Others 11

Hemorrhagic complication 29 (50%)
Gastrointestinal bleeding 11
Tube & catheter-related 8
Hematuria 2
Biopsy 2
Cutaneous bleeding 2
Others 4

"CABG : coronary artery bypass surgery

$88 g, WAY £, AdAE ddeo] 7tz 3
o), 7t g0 naﬂair:}. &Y 4T 7k
dAs A48 £80] 1A= 7HF 23kar, 71 ool
EFr 9 ouy Ago] 8dglon, 709 ¥y, A4, F
B&3o] Ztzt 244o|dn 7IEt &FEo] 4t
(Table 1).
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Fig. 3. Changes in the severity of hemorrhagic ep-
isodes dfter hemodialysis.
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Fig. 4. Residual coagulation in dialyzer.
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Fig. 5. Blood clotting in venous drip-chamber.
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= Abstract =

A Multi-Center Phase III Clinical Trial
to Assess the Influence to Bleeding and
Anticoagulant Effect of Nafamostat
Mesilate (Futhan) in Hemodialysis
Patients with High Bleeding-Risk

Hyun Chul Kim, M.D., Seung Yeup Han, M.D.
Hyung Kyu Kim, M.D.", Won Yong Cho, M.D.”
Soo Ah Sung, M.D., Su Kil Park, M.D. "
and Jae Won Chang, M.D."

Department of Internal Medicine, Keimyung
University School of Medicine, Daegu,
Department of Internal Medicine’, Korea University
College of Medicine, Seoul,
Department of Internal Medicine f, Ulsan University
College of Medicine, Seoul, Korea

Background : Routine hemodialysis is performed
with systemic anticoagulation, usually with heparin,
to prevent thrombosis in the extracorporeal blood
circuit. However, systemic anticoagulation can pro-
duce hemorrhagic complications in patients at high
risk of bleeding. To minimize the risk of bleeding, a
number of alternative regimens has been proposed,
however, each of those methods has its own limita-
tions and complication.

Methods : 58 hemodialysis patients at risk for
bleeding due to previous surgery or hemorrhagic
complication were treated with Futhan as regional
anticoagulant and compared with that of low-dose
heparin anticoagulation. There were 29 (50%) postop-
erative cases and 29 (50%) cases of hemorrhage
from various sites.

Results : The exacerbation of bleeding by hemo-
dialysis was noted in only 4% in heparin treated
group and none in Futhan group. Clotting times at
site A (intracorporeal circulation) were not prolonged
with Futhan, whereas those of heparin were pro-
longed slightly, which is not statistically significant.
Degrees of residual blood in the dialyzer and blood
clottings in the venous drip-chamber were less in
Futhan than in heparin group. Adverse reactions re-
lated to Futhan therapy were minor and the inci-
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nce of adverse reactions was comparable in both

groups.

Conclusion : Futhan is a safe and effective re-

gional anticoagulant for hemodialysis especially for
patients with high bleeding risk. (Korean ] Nephrol
2004;23(6):920-926)
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